issue. ! have ordered the article. 
Thanks for the feedback. 


Ted 


—Original Message— 

From: Patskan, George J. 

Sent: 8 aout 2002 15:21 

To: Sanders, Edward; Roethig, Hans; Walk, Roger A. 

Cc: Solana, Rick P. 

Subject: RE: Surveillance Meeting 

« File: Objective-Phases slides July 30, 2002.ppt » 

These slide were retyped from the Mass, presentation. The phases are a little different from what is in Ted's 
presentation. May this is something we should clarify. 

I don’t have a strong opinion about whether or not Le Vois should come because I don’t know much about his 
experiences. If he has direct experience in postmarket surveillance then I would say for sure he should 
come. 

George 


-Original Message- 

From: Sanders, Edward 

Sent: Thursday, August 08, 2002 7:35 AM 

To: Patskan, George J.; Roethig, Hans; Walk, Roger A. 

Cc: Solana, Rick P. 

Subject: Surveillance Meeting 

Importance: High 

Dear All, 

As you know we have scheduled a meeting to discuss surveillance with Maurice LeVois for Friday, 
August 23. I have written an introductory presentation for this meeting which is attached. This 
presentation outlines a general approach to post-market surveillance using the two phase model that 
Roger presented recently in Massachusetts. Not unsurprisingly, given my interest in epidemiology, the 
approach I have outlined is concerned only with Phase 2. It is my hope that this approach will be 
adopted as the foundation for the Phase 2 surveillance plan and will, therefore, serve as the basis for 
writing a more complete surveillance plan. I say more complete, rather than complete, since there are a 
number of technical issues that will take some time to resolve. However, I think we will be in an 
excellent position to put together a complete outline in September of what needs to be done albeit there 
will be details that remain undefined. 

Now that I have written this presentation, I am not completely certain that having Maurice LeVois at this 
meeting will be helpful or not. It is clear that we need someone with Maurice’s expertise to begin to 
address the “technical issues" that I have raised. However, at this point addressing these “technical 
issues” may be premature. It may be that this meeting is better spent resolving the general, as opposed 
to specific, issues. It is not too late to teli Maurice that we will need him at a later meeting. However, 
please let me have your opinions as soon as possible, so that 1 can contact Maurice as soon as possible. 

If we decide that Maurice should come, I would greatly appreciate Roger giving a presentation on Phase 
1 as well as issues that Roger feels that he needs to address in Phase 1, and I would greatly appreciate 
Hans giving a presentation on his goals for clinical evaluation as part of post-market surveillance. If 
Maurice is not there, we can probably address these issues informally. 

Any comments on my draft presentation and on the meeting in general will be appreciated. 

Best regards. 


2 


PM3001396459 


Source: https://www.industrydocuments.ucsf.edu/docs/qgpj0001 







